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AGENCY: Environmental Protection 
Acency. 

ACTION: Statement ot Interpretation 
&nd enforcement policy. 

SUMMARY: This action states EPA'a 
interpretation ot. and enforcement. 
policy conceminc. &ectlon 8<eJ ot the 
Toxic Substances Control Act <TSCAJ 
<90 Stat. 2029, 15 U.8.C. 2807>. The 
provtaiona of · that section went Into · 
effect on January 1. 1977, 

Section B<e> states that "any person 
who manu!acturea. processes. or dis­
tributes In comme~ a chemical sub­
stance or mixture and who obt.aiN In­
formation which reuonably supports 
the concluaion that such aubltance or 
mixture present.a. a substantial rt.sit of 
Injury to health or the environment 
shall immediately ln!orm the Admini.s· 
trator of such ln!ormatlon unless such 
penion hu actual lr.nowledse that the 
Adminiatrator hu been adequately In· 
formed of such ln!onnatlon." 

DA TES: The policy expresaed In thia 
document l.s ln e!fect u of the date o! 
publication.. 

FOR FURTHER INFORMATION 
CONTACT: 

Frank D. Kover. Assessment Dlv1· 
slon. Office of Toxic Substances 
<WH-557>. Environmental Protec· 
tlon Acency, •O 1 M Street SW., 
Wuhl.na'ton. D.C, 20480, 202-755-
2110. 

SUPPLEMENTARY INFORMATION: 
On September 9, 1977. the Acency pro­
posed ruld&nce <U FR •5382> on it.a In­
terpretation of and policy concemlns 
the provtsiona of section 8<e>. Al· 
thouch the pror;>olled "suidance" wu 
an Interpretive rule and statement of 
policy exempt from the not.lee and 
public comment proViaiona of the Ad­
ministrative Procedure Act <5 U.S,C. 
553>. the Acency solicited comment.a 
on severt.l Issues to make more in· 
formed decisions. On October 11. the 
comment period wu extended from 
October 15 to October 31, 1t77 <42 FR 
54857>. On November 4, 1977. a supple­
mental notice to the propmed ruld­
ance waa pubUahed <•2 FR 57744>. de­
letlns the November 15 date for re· 
portlna cert&ln ln!ormatlon obtained 
before 1977 and statlnc that a new 
date would be established In the final 
JUidance. 

In develop Inc this policy statemer. t. 
two meeUncs have been held <~bru· 

NOTICES 

ary 1. 1977. Lnd October 26. 1977> with 
selected rep~sent.atlves of Industry 
and environmental &nd other lnter 0 

ested croup.!. Comment.a submitted 
pursu&nt to the February 1 meettnc 
were addrea.wd In the pre&mble to the 
September 9 proposal. Over 100 writ· 
ten comment.a have been submitted 
pursuant to the September 9 proposal 
from trade uaociattons. busin~. en­
vtronment&l croupa, labor unions, 
State and FedertJ acencies. &rid other 
Interested Parties. Appendix B de 0 

scribes slcniflc&nt Issues raised In 
these comment.a and the Acency's re· 
spon.w to them, 

The major modiflcatlons to the Sep. 
tember 9 proposal are •wnmarized In 
point.a 1 throuch 7 below. 

< 1 > Pursuant to some Question over 
the definition &nd nature of "JUid­
ance," thi.s document is now desert bed 
more accurately as a "policy state­
ment," It 1a exempt from the notice 
and public comment provialona ot the 
Admini.strative- Procedure Act. u well 
as provialona conceminc delayed e!fec· 
tlve datea, 

<2> Many commenters expressed the 
vtew that to apply these requirement.a 
to otflcera and employees of a bualneu 
orsantzatlon would result in W-conaid· 
ered.. premature reporu and would un­
fairly subject employees to contllctlnc 
responaibUitles as lnd!Vldual respon­
dent.I and LS. corporate acenta. Other 
comment.ens expres.1ed support for the 
view that certain employees have a re­
sponaibUJtJ to report p·rtinent lntor­
matlon. and felt that the phrue "ca­
pable of appreclatlnc pertinent lntor· 
matlon" appropriately described those 
employees, 

The September 9 proposal would 
have applied section 8<e> requirement.a 
to commercial establl.ahmenta u well 
u to employees capable of appreci&t.­
lna pertinent ln!ormatlon. but ati;>u­
lat.ed enforcement priorities Intended 
to encourace corporate procesalnc and 
centralized reportlnc of such ln!orma· 
tlon <42 FR •5383>. The Intent was to 
e~ure t.iu~t pertinent ln!ormat1on ob­
t.al.ned by employees l.s promptly and 
appropriately conaidered.. while mini­
mizinc duplicative or W-conaidered 
submbalona, 

The Acency now feela that these ob­
jectives would t>e_,t be served by allow­
lnc commercial establiahmenta-under 
certain condl tton.s desicned to en.sure 
full di.sclosure-to a&"Sume exclualve re­
sponatbillty for reportlnc to EPA any 
substantlal·risk ln!ormation obtained 
by individual offlcens or employees. 
Accordlnsly. thla poltley statement 
stipulates that indlvtdual ottlcera and 
employees W1ll have fully diacharsed 
their section 8< e > obliptlona once they 
have notified the desicnated responsi­
ble company supervbor or ottlctal of 
pertinent Information. proV'UUd, that 
the employtnc comp&ny or firm hu 
establlahed, Internally publicizes. and 

affirmatively lmplement.s procedures 
rovemmr such not1flcat1ons. These 
Procedure3. at a minimum. must: h > 
Specify the information that must ~ 
reported; C 2 l Indicate how the notifica0 

tlona a.re to be prepared and submit· 
ted: <Jl note the Federal penalties for 
falllns to report; and < • > provide a 
mechanism for promptly notifylnr ·of· 
flcers and employees who have submit, 
ted report.a of the comp&ny's disposi­
tion of those reports. including wht-th, 
er or not they were submitted to EPA 
<and If not. lnforminc .employees of 
their right to report to EPA. as pro­
tected by TSCA section 23>. EPA be· 
llev~ theae four criteria will en.sure 
prompt and appropriate processinr of 
pertinent information. 

F.atabllahment of such proc'!'dures 
notW1thstandlns. all oC!iclals responsi 0 

ble and havlnc authortty for the orr&· 
niz&tlon's execution of Its section S<el 
oblipUons retain personal liability · for 
enaurtnc that substantial-risk inform&· 
Uon is reported to EPA. 

<3> The September 9 proposal stated. 
ln Part III. that a person obtaln.s ln· 
formation when he is aware· that it 
"may sucgest" substantial riak. Nu, 
meroua commenters Questioned the 
Adminlatrator's authority to compel 
the reporting of information which 
"may IUHest" substantial rt.sit, The 
Admini.strator agrees that section 8< e > 
addreues ln!onnation that "reaaon° 
ably support.a the conclusion" of sub­
stantial riak and has deleted the "may 
suss~t" provision. but emphasizes 
that "reasonably supporta the conclu­
sion" of substantial risk is not ldentl· 
cal to a conclusive demonstration of 
subatantial risk. The former typically 
occurs, and must be reported. at an 
earlier stage. Part VI in this pollcy 
statement provides Agency interpreta 0 

Uon of the tJ'pes of Information that 
"reuonably support" sucn a concJu, 
sion, 

<•>Numerous commenters requested 
clarltlcation of different aspects of 
Part V of the September 9 proposal 
("Inlormation Which Reasonably Sup­
port.a a Conclusion of Substantial 
Ri.sk"J, particularly concerning envi­
ronmental effects. Lnd suggested di!-' 
ferent lnterpret..a.ttons of what const1° 
tut.ea a "substantial risk". The Arency 
continues to focus in this policy state· 
ment on the effects set forth in the 
September 9 proposal, but clarifies 
that the substantlality of a risK. is a 
function of both the seriousness of the 
e!fect and the probability of its occur, 
rence <see Part V>. 

<5> Numerous commenters main· 
tained that section S<e> only applies 
prospectively to Information obtained 
after January 1. 1977. The Agency dl.s 0 

acres. as explained in the preamble 
to the September 9 proposal. Thi:s 
policy statement continues to apply 
a.ectlon S<e> to Information obtained 
before 1977 of which a person hL1 
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~n aware since Januuy 1. 1977. In 
response to reQuests tor clarification. 
the statement defines what constitutes 
such awareness. In this m&nner, EPA 
Jntenda to limit the n~ for searches 
of historical records and files. 

<6> This poUcy statement now pro­
vides that any in!onnation published 
In scienc1tic literature. In any Ian· 
guage, is exempt 1f It is referred to in 
abstra.cta published by specified ab­
stracting .-;r.rvlces. 

< 7l This policy statement describes 
In a new Part X how to submit claim.s 
of confidentiality. 

Accordingly, the Administrator's In· 
terpretation of and policy towards sec­
tion 8<e> i.s set forth below. 

Dated: February 24. 1978. 
0oUGLA8 COSTL.I 

Adminutrawr. 

I. DUUfITIOMI 

The definitions set forth in TSCA 
Stttlon 3 apply to these req'ulrements. 
In addition. the followin1 definitions 
are provided tor purpo&es of this 
policy statement: 

The term "manufacture or process 
'for commercial purposes' " meana to 
manufacture or process: < 1 > For dist rt· 
button In commerce, includln1 for test 
marketln1 purposes, <2> for u.se u a 
catalyst or an Intermediate. <J> for the 
exclusive use by the manufacturer or 
processor. or <4> for product research 
and development. 

The term "person" Includes any nat­
W'al person. corporation. firm. com· 
pany, joint·venture. partnership, sole 
proprietorship, assoclat.lon. or any 
other business entity, any State or po­
litical subdivision thereof. any munlcl· 
pallty, any interstate body and any de· 
partment. a1ency, or Instrumentality 
of the Federal Government. 

The term "substanUal·rtsk lnlorm&• 
tlon" means lnlormatlon which rea­
sonably supports the conclusion that a 
chemical substance or mixture pre­
!'-nt.s a substantial risk of injury to 
health or the envirorunent. 

II. P!:.RSO!fS SUBJECT' TO TH& 
REQUJRDl.DT 

Persons subject to section 8< e > re­
quirements include both natural per­
sons and business entitles en1&1ed in 
manuta.ctunng, processtnc, or distrib­
uting In commerce a chemical sub­
stance or rnJxture. In the cue of busi· 
ness entitles. the president, chief ex· 
ecutlve o!flcer. and any other officers 
re1pon&ible and havtn1 authority !or 
the organization ·s execution of It.a sec· 
tion B<e> oblliatlons must ensure that 
the ori&nlz.atlon reports substantl&l· 
rtall: information to EPA. The business 
orianlzatlon I.a considered to have ob­
tained any ln!ormatlon which any of· 
fleer or employee capable of appredat· 
Ins the s1inlflcance of that inform&· 
tton hu obtained. It I.a therefore in· 

NOTICES 

cumbent upon business organl..zatlons 
to establish procedures for exi>edl· 
tloU.!lY processing pertinent Inform&· 
tton In order to comply with the 
&ehedule set forth In Part IV. 

Those officers and employees of 
business orianizatlon.s who are C&P&· 
ble of appreciatlni the siitllfle&nce of 
pertinent information are aJao subject 
to these reportin1 requirement.a. An 
employlni organization may relieve It.a 
Individual of!lcers and employees of 
any responsibility for reportlnc sub­
stantial-risk Information directly to 
EPA by establlshln1. Internally publl· 
cizin1. and affirmatively lmplementin1 
procedures for employee submission 
and -::orporate processin1 o! pertinent 
Information. These procedures. at a 
minimum. must: < 1 > Specify the lnlor­
matlon that oftlcers and employees 
must submit; <2> indicate how auch 
submissions are to be prepared and 
the company o!f_lclal to whom they are 
to be submitted;· <3> note the Federal 
penalties tor faJlinc to report; and <4> 
provide a mechanism for promptly ad· 
visln1 omcers and employees ln wr1t­
in1 of the company's d1sP0&1t1on ot the 
report, includinc whether or not the 
report wu submitted to EPA <and It 
not lnlonnln1 employees of their rtsht 
to report to EPA. u protected by 
TSCA section 23 >. An employee ot any 
company tha&. hu est&bltlhed and 
publicized such procedures, who hu 
internally submitted pertinent lnlor­
matlon In accordance wttl. them, shall 
have d1.schar1ed his section l<e> obll· 
ration. E,,tabll:l.hment of auch proce­
dures notwtthstandinc. &ll offlclala re­
sponsible and ha.vine authority for the 
orsanizatlon's execution of lta section 
8<e> obli1atlon:s retain personal Jlabil· 
tty for ensurin1 that the appropriate 
aubstantlal-risk lnlormatlon 1s report­
ed to EPA. 

Buslnesa or1anl.zatlona that do not 
establish such procedures cannot re­
lieve their Individual ottlcera and em· 
ployees of the responslbllty for ensur­
ini that substanttal-rtsll: information 
they obtain 1:1 reported to EPA. While 
officers and employees of such orsanJ· 
zatlons may also elect to aubmit 1Ub­
stantlaJ-risll: Information to their aupe­
rtors for corporate procesain. and re­
portin1. rather than to EPA directly, 
they have not dischar1ed their indlvtd· 
ual section 8<e> obU1atlon until EPA 
hu received the information. 

Non:.-Irrespeetlve of a buainesa ornniZ&­
Uon·s decision to establlan and publlcme tne 
procedures de8Crtbt.1 above, It la rese>onsible 
for bec:omine cocntant of any 1ui:.tantlal· 
r1s& lnlonnauon obwned by It.I offlcen and 
employees. and for enaurtnc that auc:n lnlor· 
tn&Uon la ~ported to EPA wtthlD 15 WOrK• 
Inc daya. 

III. WR.DI A PERsoR WILL Bs Rsc.uuum 
AS HAVING OrrAIMED lHPOIUlATIOlf 

A person obtains substantlaJ-rtsll: in· 
formation at the time he first comes 

I 11 I l 

Into possession ot or I.nows of such ln· 
formation. 

Non.-Thla lncludea lnfonnatlon of 
•hlch a prudent person similarly altuaud 
could reuon&bly be expected to ~ or 
have kno•ledse. 

An establiahment obtains lnlorma­
tlon at the time any officer or em­
ployee capable of appreclatln1 the sli· 
nillca.nce of such lntormatlon obt&inl 
It. 

IV. RSQUillDIUfT THAT A PDSOH "l.M· 
MICDIATICLY IRPORM" Tim ADMIMISTlU· 
TOR 

With the exception of Information 
on emeriency incident.a of environ­
mental contamlnatlon Csee Pvt V<cll 
a penon hu "Immediately Informed" 
the Administrator ll lnlormatlon la re­
ceived by EPA not later than the 15th 
worll:inc day &ft.er the date the person 
obtalned auch lnlonnatlon. Supple" 
mentary lnlormation 1enerated &fter a 
section l<eJ notttfcatlon should, ll ap.. 
proprtate, be Immediately reported. 
Por emerrency incident.a of environ­
mental contamln&tton. a peraon shall 
report the incident to the Adm1nJat.r&­
tor by telephone u aoon u he baa 
tnowledce of the incident <aee Part IX 
for appropriate telephone cont.M:ta). 
The report should contain u much of 
the lnlonn.atlon required by Part IX 
u PoUlble. A written report in accor· 
dance wlth Part IX <a> throuch m ta 
to be aubrnJtted within lS daya. 

Information cunently In the posses. 
lion of a person who la subject to re­
portlns mu.to be reported within 80 
daya of pubUcatlon of thia policy state­
ment. 

V. WR.&T CORSTITOTU SUHTAJn'LU. 
RISU . 

A "substantial rtak of tnJury to 
health or the environment" Is a nu of 
conaiderable concern becauae of <a> 
the aertoumeaa of the effect Caee Sub­
part.a <a>. <b>. and <c> below tor an 11· 
luatratlve u.t of effect.a of concern], 
and <b> the fact or probability of It.a 
occurrence. <Econ.,mic or social bene­
flta of uae. or co.ta of rutrictin1 use, . 
are not to be conaldered in detennin· 
ins whether a r1ak la "substantial".> 
The. two criteria are d1!ferentlally 
wetchted for different types of effects. 
The human health effect.a listed In 
Subpart <a> below, tor example, are ao 
aertoua that relatively little wet1ht Is 
ctven to expc»ure; the mere !act the 
lmplir.ated chemical la in commerce 
conatttutea aulflclent evidence ot expo­
aure. ID contra.st. the remaininl ef· 
feet.a !lated In Subpart.a lb> and <c> 
below muat involve, or be accomp&nled 
by the potential tor. stltlillcant level.I 
of exPoSure <because of 1eneral pro­
duction level.a. · perzlatence. typle&l 
uaes, common means o! disposal, or 
other pertinent !actors>. 

Note that: m The effect.a outlined 
below ahould not be repo~ if the re· 
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lUIZ 

spondent hu actual ltnowledce that 
the Admin.Lstrator la already lnlonned 
of them. 

<U> Information respecttnc these ef· 
fects can be obtained either directly, 
by observation of their occurrence, or 
lnlerred from dealsned atudiea u d.la­
ctwed In Pvt VI. 

The Aaency conalden effect.a for 
which aubst&ntl&J·rtak. lntormatton 
muat be reported to Include the fol· 
lowtnc. 

<a> Hum4n MaJth c//ecu-< l> Any 
lnat&nce of · cancer. birth detect.a. mu· 
tacenicity, death, or sertoua or pro­
lonced Incapacitation. lncludlnc the 
loa of or tnabWty to uae a normal 
bodily function "1th a conaequent rel· 
atlvely aertoua 1mp&lrment of normal 
activities. lf one <or a few> chemJcal<a> 
la atroncb' 1mpUcat.ed. 

<2> ~ pattern of effect.a or evi· 
dence which reuon&bly 1Upport.1 the 
concluaion t.h&t the chemical aub­
st&nce or mlxtlµ'e can produce cancer. 
mutation. birth defect.I or toxic effect.a 
reaultina 1n death. or aertoua or pro­
lonced lncap&ett&tloo. 

<b> Enotronmntal (ffecu-<U Wide­
spread and previoualy umuapected d.la­
trtbutlon 1n environmental med.I&. u 
Indicated 1n atudie1 <excludlns materl· 
all contained Within appropriate d.la­
poa.1 f&eWtlel). 

<2> Pronounced bloaccumulaUoo. 
Meuurementa and lndle&ton of pro­
nounced bioaccumulatlon heretofore 
unknown to the Admlnlatrator <lnclud­
lnc bi09CCWDulatlon 1n flab beyond 
6,000 times water concentration In a 
30-day expmure or havtns an n-oc­
t&nol/water partition coefficient 
creater than 25,000> ahould be report.­
eel when coupled With potentl&l for 
widespread exposure and &DJ non-trtv-
1&1 adverse effect. 

<3> Any non-trtvt&l adverae effect. 
heretofore unknown to the Aclmilu. 
trator, uaoctated with a chemical 
known to have bioaccumulated to a 
pronounced decree or to be wide­
spread 1n environmental medl&. 

<4> F.colorte&lly atcniflcant chanps 
In apecles' lnterrelatlonahlps; that II. 
chances In population behavtor, 
rrowth. aurvtv&l. etc. that In turn 
&!feet other species' behavior, srowth. 
or survival. 

Examples Include: m Ezce:mtve atlm· 
ul&tlon of Prim&r7 producers <&lsu. 
macrophytes> · In aquatic ecosyatema, 
e.1 .• reaultlnc In nutrient enrichment. 
or eutrophicatlon. of aquatic ecasya. 
tema. 

<ID Interference with critical bloeeo­
chemie&l cycles, such u the nitrocen 
cycle. 

<5> Facile transformation or ·desn­
dation to a chemical h&vins an unac­
ceptable ruk u defined above. 

<c> EmeromC'JI inciMnU Of m?7iron· 
rnnita.l cont4min4tion-An1 environ­
mental contamination by a chemical 
substance or mixture to which any of 

Monas 

the above adverse effect.a hu been u­
crtbed and which bec&uSe of the pat­
tern, extent. and amount of cont.amt· 
nation <l > 1ertoualy threatens humana 
with cancer. birth defect.a. mutation. 
death, or aertoua or prolon1ed Inca· 
pacit&tlon. or <2> 1ertously threaten.a 
non-human orsaniama wtth la.rae-ac&le 
or ecolortcally sisnltlcant population 
destruction. · 

VI. NATUSS .un> Somtca or l1'POIUIA· 
TlOll WHICH "R&AS01'.ULY SIJPPORTS 
nu Co11CL11a1011" or SUBSTAXTLU. 
RIIS 

Information attrlbuttnc any of the 
effec:ta deacrtbed ln: Part V above to a 
chemical aubstance or mixture I.a to be 
reported lf It la one of the types 11.ated 
below and If it la not exempt from the 
reportJnc requirement by reuon of 
Part VlI of thJa .poUey at&tement. A 
penon la not t.o delay reportlnc until 
he obtalna concluaive lntormatton that 
a subltantl&l rlak ext.at.a. but la to Im· 
mediatel)' report any evidence which 
"reuonably aupport.a" that concluaioo. 
Such evtdence 1t'tll 1enerally not be 
concluatve u to the 1ubltant1&Uty of 
the rlK; It ahould. however, reU&bl)' 
uc:rtbe the effect to the chemic&l. 

Information from the followtnc 
aourcea concemtnc the effects de­
.crtbed In Part V wt1l often "reuon­
ably aupport" a concluaion of aublt&n· 

. t1al rtak.. Conalderatlon of corrobora· 
tlve Information before reporttns can 
onl)' occur where It I.a lndi..ated below. 

< 1 > Dui(fftftl. controlled dudW&. In 
.._Ina the quallty of lntormatlon. 
the respondent la to conalder whether 
It contalna reliable evidence ucrlbina 
the effect to the chemical. Not only 
lhould final result.a from auch atudiea 
be reported. but &1ao prellminarY re­
aulta from Incomplete studies where 
appropriate. Deaicned. controlled atud­
lee Include: 

m In vivo experiment.a and teat.a. 
<U> In vitro experiment.a and test.a. 

Conalderatlon may be rtven to the ex-
1.atcnce of corroborative lnlormatton. lf 
neceaary to reuonablY support the 
concluaton that a chemical praenta a 
IUbst&ntl&l riak. 

<W> Epldemiolocical atudlea. 
<tv> Environmental monitortns stud· 

lea. 
<2> Reportl concern~n11 4nd ltudiu 

Of unduigned. uncontrolled circum­
atancea. It la anticipated here that re­
portable effect.a wtl11enerally occur In 
a pattern. where a alanillcant common 
feature la expoaure to the chemic&l. 
However. a 1in1le Instance of cancer. 
birth defect.a. mutation. death, or aerl· 
oua Incapacitation In a human would 
be reportable if one <or a few> 
chemical<•> wu stron1ly Implicated. 
In addition. It Ls possible that effect.a 
lea 1ertoua than those described In 
Part V<a> may be prellmin&r'Y manifes­
tation.a of the more. sertoua effects 
and. tocether with another trt11ertn1 

piece of ln!ormat!on. constitute repor­
table lnfonnatlon; an example would 
be a iJ'OUP of exposed workers expert. 
enctnc dizziness to1ether with prellmi· 
nary experimental results demonatrat­
lni neurolortcal dysfuncttona. 

Report.a and studies of undesl111ed . 
circumstancefl include: 

m MedJc&l and health surveys. 
<II> Clinical atudlea. . 
<Ill> Report.a concemln1 and ev1· 

dence of effect.a In consumers. w.orkera. 
or the environment. 

VII. 11'70RllATI01' WHICH NDD NOT B• 
REPORTED 

Information need not be reported lf 
It: 

<a> Hu been published by EPA In re· 
. port.I; ' 

<b> Hu been aubmitted In wrttlnc to 
EPA pursuant to mandatory reportlnc 
requirement.a under TSCA or any 
other authority &dmlniatered by EPA 
<tncludlns the Peder&! Inaectictde. 
Punctcide and Rodentlclde Act. the 
Clean Air Act. the Pederal Water Pol· 
lutlon Control Act. the Marine Protec· 
tlon, Reeearch. and Sanctuaries Act. 
the S&fe Drtnk1nc Water Act. and the 
Raource ComenatJon and Recovery 
Act>. provided that the lnformatton: 
< 1 > Encompaaes that required by Part 
IX <c> throush <t>: and <2> ta from now 
on aubmitted within the time con· 
atratnta aet forth In Part IV and Iden· 
Wied u a section B<e> not.lee In accor· 
dance wtth Part IX<b>: 

<c> Ru been publlahed In the acien­
Wlc literature and referenced by the 
followtnc abstract aervtcea: < 1 > Aerie· 
ola, <2> Bloloetcal Abstract.a. <3> 
Chemical Abstracta. < 4 > Dtuertatlon 
Amtra.cta. <5> Index MedJcua. <e> N•· 
tional Technical Information Service. 

Cd> :r. corroborative of weU-eatab­
U.hed adverae effect.a &lread,f docu­
mented In the actentlflc Uterature and 
referenced u de9Cribed In 'c> above, 
unless auch lntormatton concerns 
emercency Incident.a of environmental 
contamination u deacrtbed In Part 
V<c>. or 

<e> :r. contained In notlflcatlon of 
apllla under section 311<b><5> of the 
Federal Water Pollution Control Act. 

VIII. bm>UUTIOll PtUT RllCZIVD ST 
A Pa.loll hloa TO na: Enrr1n 
DATSOPTSCA 

Any subat.&ntl&l rlak Information 
poueaaed by a person prior to January 
1. 19'17. of which he la aware alter that 
date •hall be reported Within eo daya 
of publication of thia policy statement. 
The Acency conaldera that a person la 
"aware" of: 

<a> Any tntormatlon reviewed &lter 
January 1. 1977. lncludtnir not onl:v 
written report.a, memoranda and other 
document.a examined after January 1. 
19'17, but &I.so lntonnatlon referred to 
In dlacusslona and conterencea ln 
which the person participated &lter 
January l, 1977; 
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<b> Any lntormatlon the contenu of 
which a pel'30n hu been alerted to by 
date received alter January 1, 1977, In· 
clud.lnr any lntorm.ation concemJ.ns a 
chemJcal for which the person ii prea· 
ently UleSllnc health and environ· 
ment&l effect.a; 

Cc> Any other ln!ormatton of which 
the person hu actu&l lmowl~e. 

IX. RKPOaTIJrC RIDQtnl.IXDTS 

Notices shall be delive~ to the 
Document Control Otflcer. Chemical 
Information Dlvalon. Ottlce of Toxic 
Substances CWH-557>. Envtronment&l 
Protection Acency, 401 M Street SW., 
Wuhinaton. D.C. 20480. (****) 

A notice ahould: 
Cal Be aent by cert1!Jed mall. or In 

any other way pennfttinr verification 
of It.a receipt by the Acency, 

Cb) State that It la beinc aubmltted 
lo accordance with aectton l(e), 

CC) Contain the Job uue. name. ad­
dresa. telephone number, and atcna· 
ture of the person rep0rttnc and the 
name and &ddrea of the manulactur­
tnc. Procesatnc. or diatrtbuttnc eatab­
llahment with which he la auoctated. 

Cd> Idenuty .the chemical aubst&nce 
or mixture <includlnc, 1t known. the 
CAS Rest.ttry Number), 

Ce> Summariae the &dvene effect.a 
belnc rep0rted. de9Cribtnc the nature 
and the extent of the rtak Involved. 
and 

ct> Cont&in the apec1!Jc aource of the 
Information tocether with a llUDllD&1'7 
and the 1e>urce of &n7 available aup. 
porttnc technical data. 

Por emersency incidenta of envtron­
mental contamination <aee Part V<c». 
a penon ah.&11 rep0rt the incident to 
the AdmJniatrator b:V telephone u 
aoon u he hu knowledce of the loci· 
dent Caee below for appropriate tele­
phone contact.a>. The rep0rt should 
contain u much of the Information re­
qutred by tnatructiona Cb> throuch ct> 
above u poutble. A wrttten rep0rt. In 
accordance with lnat.ructtona <a> 
throurb Cf> above, b to be aubmltted 
within 15 days. Twenty.four hour 
emerrency telephone numbers are: 

Recton I <Maine. Rhode Il1&nd. Connec:U· 
cut. Verraont. M••'CbU8et&a, Hew Hamp. 
&hiJ'e), 817-2~7295. 

Recton ll <New York. !few Jen.J, Puerto 
Rico. Vlrstn lal&nda>. 201-Hl-l'rJO. 

Reston III <PennaylvvU&. Wm VlrstnlL 
Vlrstn1L Maryland. Delaware, Otatrtc:t of 

NOTICES 

R~rton X cWuhtnsu:>n. Oreron. Idaho, 
Alu&al. l<>e-442- 1200. 

X. CoNrIDDTUUTT CI.Anu 
Ca> Any person submlttlnc a notice 

to EPA under section 8Ce> of TSCA 
may assert a buslnes,, contldenti&llt7 
claim coverlnc &ll or part of the lntor· 
matlon contained In the notice. Any 
lntormatlon cove~ by a claim wW be 
di.scloaed by EPA only to the extent, 
and by meana of the procedures. aet 
forth ln 40 CFR Part 2 CU FR 38902. 
September 1. 1978>. 

c b > Il no cl&im accompanies the 
notice at the time It la 1ubm.ltted to 
EPA. the notice will be placed In an 
open tue to be available to the public 
without further notice to the aubmlt­
ter. 

<c> To auert a claim of conlldentf&l· 
tty for Information contained lo a 
notice, the submitter muat submit two 
copies of the notice. 

c 1 > One copy must be complete. In 
that copy the submJtter muat Indicate 
what ln!.ormat1on, if any, b claimed u 
conlldentf&l by markins the apecifted 
lntormatlon on each pace with a label 
auch u "con!tdentlal," "proprietary;• 
or "trade secret." 

<2> U some Information In the notice 
.ta claJmed u con!ldenttal. the aubmlt.­
ter mu.st submit a second cop7. The 
second copy mwst be complete except 
that all ln!ormatton claimed u conft· 
denttal In the tint copy mu.st be de-
leted. · 

<3> The tint copy of the notice will 
be dJac.loeed by EPA onl7 to the 
extent. and by meana of the proce­
dures. aet forth lo 40 CPR Part 2. The 
second copy 1rill be placed in an open 
tile to be av&llable to the public. 

<d> Any person submltttnc ,; notice 
eont&ininc Information for whJcb they 
·are asaertinc a contldenttallty clatm 
should send the notice lo a double 
envelope. 

c 1 > The outside envelope should bear 
the same addresa outlined lo section 
IX of thia poUcy statement. 

<2> The 1naide envelope ahould be 
clearly marked "To be opened only by 
the OTS Document Control Ot!lcer." 

Columbia>. 21Mf'7-NM. XI. F4Il.traS To REP<>H IJIPOIUllATIOJr 
Recton IV <Kentuck7. T~. North 

C&rolina. South evoUna. aeom.a. Ala- Section 15<3> of TSCA makes It un· 
bama. MimUltppL l"tortda>. 4CM-lll-40t2. laWful for any person to fall or refUle 

Reston V <WLlcomin. D.11Doll. · Ind1ana. to submit Information requlred under 
MlchJCan, Ob1o. ~>. J12-U3- section a<e>. Section 18 provides that a 
2318. 

Recton VI <New Mexico. Texu. Oklahoma. Violation of section U rendeui a 
ArUmu. Louisiana>. 214-749-3840. person liable to ~he Ou.lted States for 

Rmon VII <Nebruu, Iowa, Mlllour1, a ctvU ~ty and poaible crtm.tnal 
K.anau>. ll&-374-3'M'8. proi.e<:utlon. Pursuant to section 17, 

Recton VIII <Color-ado. Ut.&h. Wyomin.. the Government i:nay seelt Judtctal 
~~~~rth Da&ote.. South Da&ota>. relief to compel submltt&l of section 

Rmon IX <C&llfomlL Nevada. AnzonL S<e> Information and to otherwt.se re· 
Hawau. Quam>. 415-55M2$4. strain any violation of section 8<e>. 

(****) See NOTE on last page of Appendix A 

l l 11 J 

A.rPanlrx A.-Qtl!CK Rs:ramrn St110&.UT 
roa ElaaGarCT Ill'ctllDT'I or ElrvraoJrlQll · 
T.f.1. CoftAMIJIATIOS 

A. WllAT IROtrUI a llJ:POll:TD U I.JI 
DIDGDCT Lll'CmarT 

An emersency Incident of envtronment&l 
contamination la "any environment&! con· 
tamin&Uon by a chemical suti.tance or mix· 
ture . . . which. becauae of the pattem. 
extent and amount of contamin&Uon. < 1 > 8e­
r1oualy threaten.a hwnana 1ttth cancer. birth 
defect.a. mutation. death. or eertoua or pro­
lonaed Incapacitation. or <2> 111ertoualy 
thretitena non·hum&n orsan.Lsma With l&l"le 
8C&le or ecolQC1cally •1-n!flcuit population 
destruction··. <See Pvt V<c> for complei. 
deecrtpUon.> 

a. WBAT IRSD SOT U ID'Oll'!'D U I.JI 
DllDGDCT 11'C'UIDT 

InlormaUon contained In notUlcaUon of 
llDWI under eec:Uon 311Cb><5> of the PederaJ 
Water Pollution Control A.ct <l"WPCA>. 
<Por a coauilete J.Jat of exe11U1U0"9 to report­
l.nl. aee Part Vll.> 

C. wm &Jl1I Wm& TO UPOaT lllllDCDCT 
Drc:marn 

Emersenc1 lnctdent.1 of enrironmental 
contamin&Uon are to be reporud lmmed1· 
ateb' by telephone to the aoproprtate EPA 
Rectoaal 2f.hour telepbone emersency line 
UAecl below. 
ReOaa I <Kaine. Rhode laland. ConnectJ. 

cut. Vennoat. Me-=huaete&. New Hamp. 
abiN>, SlT-223-7286. 

Rectoa II <New York. !few Jeney, Puerto 
Rico, Vl,..m Ialandl>. 201~. 

Recton m <Pmm71YVU&. W• Vlra1n1L 
VtrwiD1L Jilan'land. Delaware, DlsU1ct of 
Col\llllb6&), 215-H'l'-1111. 

RecMID IV <Eentucb. Terme.ee. North 
Carolina. BouUl C&roUn.a. Oeorsta. Al&· 
bun&. K1.m.tppt, Plonda>. 404-&81-4082. 

Heston V <Wllcoal1n. llilnoll. lndlana. 
Mlch1can, ObJo, MlnnelOtaJ, 312-~3-
Ull. 

Heston VI <New Mexico. Tezu. Oklahoma. 
ArUmu. Low.tan.al. 214-749-3840. 

Restoa VII <Nebru&a. Iowa. Mlmourt. 
Jtanma>.11~74-:S7TI. 

Reston VIII <Colondo. Utah. WyomJns, 
Montana. North Da&ota, South Da&ota>. 
:S03-U7-3UO. 

Reston CC <Calllomt&. Mend&. Ar1zonL 
Bawall, Guam>. 415-5~2~. 

Recton :Z: <Waabtnrwn. °""°"'" ldaho. 
M al, 261=442-1200. 
In eddlUon. a wrttten report. In accord· 

ance wtt.h lnlUuc:tlona cal throu1h If> of -
Part CC. II to be 11.1bmltted Within U daya to 
the Document Control Officer. Chemical In· 
formation DIY11!on. Office of Toxic Sub-
1tance1 <WH-H7l, 401 M Street SW .. Wuh· 
1..ncton. o .c. 20480. 

Anania B-S1c1tl'PICA1'T CoKXSJf'n .uni 
RDPOJfUI 

4: PSUOS8 8'0"ll.IXT TO THD• UQtll &ZIU!n'I 

c~ l: Employee. cannot be hf' ld 
subject to the91! requtrementa. •In~: l a l 
'ntey only have a P&rtl&I role In the manu· 
facture. proce..tns. or diatrtbutlon of cheml· 
call. <bl ln other aectlona or TSCA. the term 
"penon who manufactures. proceaes. or 
diatributa" chemlcala clearly refel"I tQ bual · 
neu ol"l'&lllZ&tlona; '" i:>el"IOl'll'" 1hou.ld be con. 
1tstently defined. and <cl the appllcallon or 
crtmln&! penaltlem mandates a stnct IJlt.er· 
pretatlon of thla word. 
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RuponH: The Arer.cy rons1den1 that dl!· 
ferenL se<:tlons ol TSCA. havtnc dUferent 
pun:ioses. are appropriately dl~t.ed to di!· 
le!ent resPondent.s. In the case o! section 
8(el. ortlcen1 and employeea 'llho &re capable 
or appreclat1n1 the 111ru!lcance of lnlorma· 
t1on have a le1ltlmate responslbWty to be 
alert to and report substantlal·rta& Inform&· 
tlon. The su1d&nce hu been modl!led IO 
Lhat natural persons and b1Ulneu entitles 
Cllll ful!ill their section 8C el obll1at1ons In 
dlf!erent 'll&YI. Moat octlcera and employeea 
can liacharae their ae<:tlon 8<e> obllcatlona 
by submltt1n1 pertinent lnlonn.atlon to cor­
porate · 1uper1ors. provided that the com· 
pany hu est&bllahed the r1sll.~v&luatlon 
procedures ch&rM:tert.zed In Pvt II. In the 
case of a bialnesa or1anlzatlon. It.a preal· 
dent. chief executive officer. and other om­
clal.a responsible and havtnc authority for 
the bw;lnesa or1aruzat1on's execution of It.a 
section B<e> obll1atlons muat ensure that 
the orsanlzatlon reportA auti.1.&ntlal·rtl& In· 
formation to EPA. 
Com~t Z: Even If employees can be held 

subJect to these requirement.a. they should 
not be. To do so would force employees and 
employers lnto con!llctlfll positions. lnvttlnr 
internal corporate dl.ssenslon and over- re­
portln1. Further. lnd1vtduals often do not 
have the overview necesaary to rea.c:h con· 
aldered. 'llell-&upported decisions. Corporate 
reportin1 by deslmated offlcl&ll will pro­
vide EPA wtth more reliable d&t&. 

R~Jpon.st: The A1ency considers that em· 
ploytts have a le1ltlmate role ID r1ak report· 
tn1; it la Imperative that rial!. lnlormatlon 
obtained by employees be appropriately 
considered. omcers and employees can ful· 
tul their role tn the reportinl of subatantl&l· 
rlsll. lnlonnatlon. wtthout the d1Sadvant&1ea 
described above. by reportlnr lnlormatlon 
to rupenors for corporate consideration. 
and. havln1 done ao. w1ll have dlacharsed 
their obll1at1on to EPA. Thls Ls eonttncent 
upon the establishment by the business or· 
canlzallon of certain procedures !or rl&k· 
evaluation. thereby assurtn1 the approprt· 
ate consideration of &uch reporta. Thoee of· 
!teen responsible and havtn1 authortty for 
the organization's execution of lt.s aectlon 
8<e> obll1ations must en.5ure that the orsa­
nlzatlon report.s sublltantl&l-rtall. lnlorma­
tlon to EPA. 
Com~r J: Clarify which employees are 

covered. and the extent of their obll11Uon. 
Are employees "capable o! app~tatlnc per· 
tlnent lnformatlon" by virtue of rank. or 
k.no111le<12e• Are ranlt and me employees 
subject to these requirement.I. or Just auper· 
vtsory a.nc manacerial personnel. eome>UU' 
toxlcolo1ist.s. etc.? ts an employff abmolved 
of further responaibUlty If he reporta to hil 
aupervtaor? 

ReJporue: The A1ency conatdera that the 
phrase "capa.ble of apprectattnr the alrntfl· 
cance of pertinent tnformatlon" approprt. 
ately describes those offlcen and employees 
who have a responslbUtty to be &lert to and 
report subst&ntt&l·risll. lnlormatlon. lnclud· 
lni not only relatively senior corporate orn. 
cers but al.so many corporate employee&. 
The policy statement modifies the Septem· 
ber 9 prooosal. In response to the concenw 
expre!>M!d Ill Comment.a 2 and 3. to permit 
m06t officers and employees to di9charre 
their oblicatlon by 1ubm1tttn1 Information 
to corporate superiors. subject to the coodl· 
tions descnbed In Pvt 11. 

Comment 4 · Conault&nta and lnde~ndent 
labll should not be subject to these require­
ments. 

Re.n>onu: Contractors and Independent 
labs are not responsible for report1111 Infer· 

HOTiaS 

matlon they have obt.&lned directly to EPA; 
rather. their client manu!acturen. p~­
aora and distributors are respona1ble !or 
reporttnc such lnlormatlon. 

•• TKI "Oft.a..t•Ulo" or l.lfFOUUTIOlt 

ComlM'nt S: The "may au11eat" criterion 
In Part III of the propoul serves to compel 
further examln&Uoo of In.formation that by 
It.If la not subject to MCUon ace> require· 
ment.1. The statutory ~e call1ns for 
"reuonable auppon.·· dos not support thil. 
Purther. r1&I. uaemment often requires &IU'· 
where from montha to several years of 
atudy &ft.er prellmin&rY reaulta "auareat .. 
rta&. tar exceedinr the 16-da7 compliance 
period. 

Rupotue.· The ,Aaenc:y doa not Intend to 
compel under lleCtion l<e> examination of 
lnlormatlon that by lt.elt la not subject to 
eec:Uon l<el requirement.a and hu deleted 
the "may aurrs.. provilion. provtdlnc It.a 
Interpretation of wl\at conatltuce. evtdence 
that "nuonably aupporta the conc:Jualoo" 
of aubst&ntl.&I. riall: In a new Part Vl. 

Commnt I: Section l<e> obllratJom are 
Incurred upon obt&1n1DC conclUIOry auti.tan· 
tlal-rtak lnlormauon. 
Ruporu~: The Arenc:y ~. and con· 

atden that "reuonable aupport·• of a con· 
clualon of aubltanU&l r1ak la not ldenUc:&l to 
the conclualon lt.lt. The former typlc:&ll7 
ooeun. and muat be reported. at an earlier 
atace. · 

Com7'W'ltt 7: The statement. In Part in of 
the propoeal that a penon h&I obt.&lned In· 
rorm.aUon If he ·• ... ahould mo• of the es· 
latenc:e of such Information not In hla pee­
-Son but which would be delivered co him 
OD request." tendm to compel &D a.c:tlve 
search for subltantlal·riall: ln1ormatlon 
rather th.an the reportins of subM&nti&l·rllll 
In.formation a penon .. obt&U ...... " Thia la of 
partlc:ul&r concern to Import.era With Umited 
&ccea to ln.formauon pc11e11 d by their 
suppliers. 

Rupotue: The Acenc:y eonalden that aec:· 
Uon l<e> applies to lntormatlon which a 
penon poueue1 or of which he knowa. It la 
not Intended to compel aearchea for lnlor­
matlon or estraordln&rJ efforta to acquire 
tntormatlon. The Acency further conaidera. 
however. that "mown" lnlormatlon II:· 
cludel .In.formation which a prudent person 
similarly situated could reuonablY be ex­
pected to &now. NesUCenc:e or Intention.al 
avold&Dc:e of Information dos not ablolve a 
penon of hla aectlon l<e> obllraUon. Part 
Ill hu been modified to expresa theae In· 
tenUcina. 

COftlnle7lt I: ctrcwmt&nc:es can e:r.lat when 
c:ominc "Into ~ton" of r1I& lnlorma­
Uoo does not correspond to an underatand­
tnr of the lmpllcatlona of the lnlormatlon: 
"obt&lnl" ahould be defined In terma of poe­
aemton ot lntormauoo and awarenesa ot It.I 
Import.. 

.RuJ)Oft.IC!." The .. obt&ininl" of lnformaUon 
occurs Via persons who &re "capable of ap. 
prec:tatlns the 1i.ntt1cance of pertinent In· 
formation." There will lliely be c~­
atancea In which the ev&luatlon of lnlorma­
Uon cl&rtflea It.a full Import: the establiab· 
ment of corporate procedures for Pl"OCftllnC 
rllll·lnformatlon prescribed In Pvt II will 
expedite thlL 

C. Tl .. AU.OWSZI roa COllPUAJICS 

eom~t 9: FUt.een calendar daya la lnsUf· 
flclent to determine whether lnlormatlon 
whJc:h "may aunest" aubltantl&l Mall ahould 
be f'el)Orted: It la even tnsutflc:lent to accom· 
mod&te normal procedural time conatraintl 

fcori><>rate ~. ma.llin1. holldars. 
etc.I. 

.RuJ)OfUe." The A&ency hu chan1ed the 
compU&nce penod to 15 business days. It lS 

lmpe!"&tlve that procedUttS be ~tab!Lshed t.o 
expedite the reporttnc or sub.st&ntlat·rulr. In· 
formation. not that reporttnc conform to 
exlatlne Proc:edllttl. . 
Com~t 10: Allow from 30 to 90 days for 

the aec:ood ph.ue of reportlnr. &ltemauve!y, 
do not preacrtbe a time limit for &ddlUonal 
repoftW. ' 
~•J'OftM." Bavms deleted the "may 1u1· 

rest .. criterion. the A&ency see no n~ to 
proYide a aec:ond phue to the reporttn1 
pertod. Supplemental lnlormatlon that la 
renerated after a aec:tlon 8< e > notl!lcatlon 
abould. It appropriate. be Im.mediately re· 
ported. . 

ComllWftt 11: Allow from 30 to 120 days to 
report pre-19'11 In.formation; this period 
abould commence: <a> upon final publlca· 
Uon. <b> J&n\1&17 1. 1971. <cl followtn& the 
tnventol'l' reporttnc period alnce m&nY or 
the -e corporate personnel Will be tmple· 
menUnc both requittment.s.. 

Rapoue: The poUcy lt&~ment preacrtbes 
a 80 da7 reportlnc period. commencinr lm· 
mediately upon publication. Section B<e> has 
been In effect alnce January 1. 11177: poat· 
poaement In reportins aubsta.ntlal-rtsll. In· 
form&Uon la not warranted. 

II. D'l"9CTI AJfD nn'OIUlATIOll' TIUT MVIT II 
llD'OllTD 

COWlwwnt JZ: The reporttnc of "any In· 
ltanc:e" of cancer. birth defect.I. etc., In 
humana II too broad and such lnlormatlon 
wtll be of litUe uae; chemical worll.era, like 
the reneraJ population. develop cance1'11 and 
other ailment.a of uncert&ln ettolOCY. 
~ 'I'bll· policy at.ai.ement · clart!lea 

that t.be reportlne of stncle occurnncea or 
human cancer or other mertoua effect.I Will 
del>eod upon evtdenc:e atroncly lmpllcallnc 
one <or a few> chemical<ll. 

Comm.tftt IJ: Dermal &llmen!JI and nauaea 
are poorl.7 ehoeen exarapl~ or precursor 
1)'1DPCOIDL Delettnc theae exampl~ will 
a•old unduly emphaatzlnr them ,..hen oth~r 
Qmptoma may be more tmport&nt. yet wtll 
not ellmin&te the obll1at1on to report them 
It they are ausoec:ted p~unors. 

Ruporuc: The Acency &l?°ttS· 
Cotll7'W'ltt 14: Ho• are repartable data dis· 

Unrulahed from routine tesu Lncludlnl 
n.nse c.e.t.I such U LO.; s? 

Rapotyc: Thia pollcy statement dire<:~ 
the reporUnr of apectfled ectect.s when un· 
tnown to U\e Adminlatrator. M&nY f'Outlne 
test.a are bued on a &nowtedre of tox1ctty 
amoct&ted With a chemical; wu.no~;n effect.! 
ooeurrtnc durtnr such a ranee test may ha•e 
to be reported 11 they &re thoae or concern 
to the Acenc:y and If the lnlonnauon me~t.s 
the c:rtterta met forth In Part.a V &nd v I. 

Comwwnt 15: The moat 'llldespread "In 
vitro" test la the Amea test. wh1cn 1.a iUbJe<:l 
to c:onalderable debate. Clarify tne c1rcum· 
stanc:s under which poa1uve result.s or •n 
Vitro test.a muat be report.ed. 

Rapoiuc: Part Vl clartflea that the re­
portins of In vitro test.I wtll de~nd upon 
the exlltenc:e of corroborauve 1nlonnallon 
It nec:e.ary to reuonably suppo1 L ~ne con­
clualon of aubltantl&l rtak. 

ComllW'llt 1': The deacr1pt1on of ·extrrme 
penlatence .. u a aubstanll&l rua · • &n t>um­
ple of the need LO redefine Part V<c• • Er.vi­
ronmental EtfecU"'l. Pen1S~nce &nd b10-
accumulatlon 1hould be cona14"rt'd n~o 
only when coupled wtth tolllc!ly &lid s.(Tll!l· 
cant exl)09ure. 
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Rupo"u: Pvt V now cl&rtr!ea tho~ ef· 
feeu for which reportlnl depends upon a 
a&cnillcant upoeun! potential. Per.siatence 
by ltlell la no tonier Itemized u a report· 
a.ble effect but rather la conalde~ to be a 
component of exposure. potential; it m1i¥ 
&i.o underUe the meuurementa de.scribed In 
Pvt V< b K ll. Laboratory lndlc:ator.s of pro­
nounced blo&ec:umulatlon are to be reported 
when coupled with potential for wtdespttad 
exposure and any non-tr1vtal adverse effect. 

Cmn"lef!l 17: The n-octanol/water p&rtl· 
Uon coefficient adclresaes a physlco~hemJ. 
c:al property. not blolocte&l effecu. and la 
not alone an Indicator of sub&t&ntl&I ri.511:; 
further. the values stated for the coelflclent 
and the bloaccumuJ&tlon factor In !lah do 
not corresoond. 

llOpoftK' The qency ackno•l~es the 
numerical ern>r and h.u amended the values 
to correspond. Thll policy 1tatement now 
dlrec:ta the reportin. of an experiment.al 
meuurement of blo.ccumul&tlon when 
CDU&>led with an idTel'99 effect and potentl.&l 
for wtdmpre&d UPQIUl'.e. 

COlllmnl 11: The reQuirement th&t lntor· 
maUaa •hJcb " llnU" an effect to a cheml· 
ml be reported II too broad and contradict.a 
tbe statutory l&rllU&C'! of "reuonably 
1Uppon..". 

JiZujM>IUC.· The Aaency hu provided In. a 
new Part VI ltl Interpretation of "ttuon· 
a.b17 l\lpporta". 

CotftW1et1t 11: A determination that lnfor· 
m.&Uoa "reuonably 1upport1 the c:onclu· 
moa" of aublt&ntl&l rtalt cannot be made ill· 
dependenUy of c:o11Ude1'1'tlona of uae since 
the method and manner of uai.n. a chemical 
m&J' lnlluence the occurrence of an effect: 
ta parUc:ular. the criteria 1hould ttflect a 
diaUactlon between normal and abnormal 
U8ea of chemlc:ala. 

Rapouc: The AnnCJ' considers that the 
aoproprtaie component.a of a "1ubltantlal 
rta" with rspec:t to a chemical are <a> the 
..noum- of the effect. and <b> tot.al expo. 
sure potenU&l. The method and manner of 
ustna a chemical II one of 1everal factors de­
termtninS ltl e:rpowre potential. Aa de­
ecrtbed In Part V. the Importance of expo. 
1ure potentltJ u a component of "1ubstan· 
tl.&l rtalt" dependl upon the 11:.ind of effe.-:t of 
concern. Thua. the effect& desc:rtbed In Part 
V<a> are ao 1ertoU1 that relatively little 
wetsht II rtven to e:rpoeure; the effect.a de­
ecrtbed In Part.I V <b> and <c> Involve a 111· 
nllk:ant e:rpoeure or e:rpoeure potentl.&l. 

The Aaency !urthe.r c:onatders that a defl· 
nltlon of "normal" U1e tor a particular 
chemJcal will often depend upon a knowl· 
edce of the rt.su &llOCl&ted w1tll the 
chemJcal. 

s. rsrouunow TXAT Wa::D •OT u llD'O&Tm 

Com,_,.t ZO: lntonnatlon publllhed ID 
aclmtlflc literature In lansu&ces other than 
~II.sh 1hould be exempted If publllhed In 
1ummary form by ati.tracti.n. services. Can 
the aecurscy of Ensllah ian.uace abstrscta 
and commercial translatlona of foretsn Ut· 
eratutt be uaumed? 

Ruporue: Thll policy atatement now pro­
vides that Information publl.ahed In scien­
tific Uterature. whether In Enclllh or an­
other lansuace. la exempt !rom reportln1 lf 
publllhed In aumm.ary form by certain 
•Pecllled abltrsct aervtces. 

Cmrurwnt ZJ: lntonnatlon exchanre sys­
tema with other ~era! acencies should be 
trnme.dlately established so that r"spondent.a 
need not report to EPA Information already 
rei>e>rted to other ~encles. and vlcl! versL 
Such duplicative report.a &re unduly burden· 
SO)me. 

r 
NOTICES 

R~u1on.se: EPA Ls coordlnatln&' th1' pro-
1nm with other ,..encles now. When thla 
coordination Ls auccesatuJly completed. the 
pollcy statement wtll be amended to exempt 
from the report1n1 requlttment Information 
that hu bttn submitted to other ll>eClfled 
aaencies. In the meantime. 1ul»tant1&l·rl&lt 
lnformatton muat be reported cUrectly to 
EPA; such a report does not diacharse any 
reportina obll1atton to other acendea. 

r . UfPOUUTIOlll' n1t1T &zczrTD P'&JOlt TO Tw:s 
17PSC'rin DATS or TICA 

Comment ZZ: The tenae of the vert> "ob­
t.a.ina" reve&la that section l<el wu Intended 
to be applied prospectively to lnlormatton 
newly acquired after J.nuary 1. lt'M. UtWse 
section 8<d> or other rules to &cqllire lntor· 
matlon obtained before then. 

Rupon.u.: Aa dllcu.ued ID the preamble to 
the September 9 proposal. tile AaencJ con· 
alders aectlon S<e> to apply to rtalt lntorm&­
tlon PD•eaed by or known to a penan 
before. on. or after Janu&rJ 1. im. Coa­
cemlnc Information tint obeained before 
11177, thll policy statement contlnu• to re­
quire rePorti.n. of"lnlormaUon received U a 
penon hu bttn aware of It •Ince JanU&rT I. 
1977. for the reuona dilcuued ID the Sep­
tember 9 preamble. 

Comment ZJ: The term "&•an" II too 
vacue to be of any help In re8PC>ndlns to 
these rec;iulttmenta. Since m&n7 corporate 
employees are potentl&IJY 1ubJec\ ·to the.. 
requirement.a. and ctven uncertaantJ O'fer 
the extent to whJcb they oucht to be aware 
of pre-1977 lntormatlon. thll provtaion tendl 
to compel the very rue ann:h It wu Intend­
ed to avoid. TI!e term "aware" 1hould be 
further defined. poutbly ID terma of actual 
lr.nowledee. 

Ruporue: The Aal!ncy In~~ Vlll of thla 
policy atatement now define. the pre-lm 
lnfonnatlon of which a peraon 1' colllidered 
to be aware. 

0. CO!fnt)El'Tt.U. IlfPOIUIATIO• 

Comnwnt U: EPA should delay euldance 
unttl procedures are publl.lhed covemlnl 
the treatment of confidential 1ubmmlona. 
Com~t ZS: EPA should treat all aubmi. 

11ons u confidential until the lntormatlon !a 
verlfle.d. 
Com~t ZI: EPA ahould automat.k:al.lJ 

publish aectlon 8<e> notice&. 
Re8110rue to Comnwr1t1 Zf UlroUQll ZI: 

EPA hu Included a new Part X which de­
act'.bes how to submit a claim of conflden· 
tlallt1 and states that any or all of the In· 
formation submitted may be claimed u con· 
fidentlal. Such in!onnatlon will be dllcloaed 
by EPA only to the extent. and by meana of 
the procedures. set forth in 40 CPR Part 2. 

H. ausczu..ursoua 

Com~t Z7: What 1' the statutory bull 
or nttd tor ruldance? What la lta exact 
statua under the Adminiatrattve Procedure 
Act? 

Res-porue: This policy statement 1et1 Corth 
EPA's lntef'l)rl!t&tlon of and policy concem­
ln1 TSCA section 8<e>. AA an lnteri>retlve 
rule and statement of policy It la not subJec\ 
to the comment period and delayed etfec· 
tive date provtalona of the Adminiatratlve 
PTocedure Act <5 U.S.C. 5531. AJthoush 
TSCA does not mandate a policy statement. 
the Agency of necessity muat develop the 
criteria which will 1ovem enforcement &e· 
tlvities. Trade a.ssoc:iations and bualneue1 
were amon1 those who previously expresled 
lnterest In such a statement to (Uide their 
compliance. 

llllS 

Comf!Vl\l ZI: Clartfy whether thew re­
qulrementa &OPIY to chemieala prevloUlly 
but no lancer manutact~. proi e 111 :I. or 
d.latrtbuted In cornmeree by a person. 
~ lnform&Uon obt&U!ed before 

11177 mua& be reported If the penon hal 
been aware of It unce January l. lt'M. u 
Pl"l!9CTtbed by Pvt VUI. Conceminc chem!· 
ctJI which a penon hu di8contlnued ID.lllU· 
tacturtnc. Proc:e:minc. or diatrtbuunc llDCe 
January 1. lm. lnform&uon oecatned 
before tbe time of dllcontlnu.atlon II 1ub)eet 
to tbeae requirement&. It la e:rpeeted t.hat 
the acqUllltloa of lnform.ation alter t.hat 
time will be m1nim&l; however. ahould add.I· 
tlonal lntormatton be ICQutred. It may in.· 
1er the reporttns deKrtbed In Part VIII. 

Com!M!lt ZI: ctartty the mee.nin. of "aub­
•t&nU&l rllk .. relative to other r1ab ld­
m-d by TSCA. 

Rupov&· A aubstantl.&l r1ak la defined In 
Part V<a> of Ulla polley at&temmt u a r1lk 
of comlderable concern beca.UM of <a> tbe 
eertoumam of the effect. and <b> the tact or 
prob&OtlltJ ot It.I OClelll'NDCe. M oPOC*d to 
otber rtaU addl 1 :I bJ T8CA. economJc or 
IOC1al benefit.I of UM. or COlta of rest.rtct!n« 
Ille, are not to be conatdend ID detenzWi.lns 
whether a I'll& 11 "auba&&DU&I". 

Cmn1Mttt JI: To •hat ezt.ent are '.'Ulers .. 
of cllemlcala aubJ«:t to theme requirement&? 
~ Tbe Aamc7 comac1en um 

m&nJ IDctu.c:tal ~ Of Chemk::a.11 actuallJ 
fall wit.Ilia the acooe of '"Proc:emt.nc'' chem!· 
ctJa. A maautacturer, procewor, or d.l.atrtbu· 
tor who obt.a1m aubstanU&l·rla& Information 
conoemtas chemlc&la he handla ahould be 
tJert to the pcmtbWtJ be m&J have to 
report It. 

Cmn!Mftt JI: Are chemJcala maaufac­
tured. pl"OCe9ed and ·distritiu~ In com· 
meree In &mall quantlua 80lelJ for PUl"POM8 
of l"l!9eU'Ch and deTelopment aubJec:i to 
theae reqwrementa? 

Rupoqe: Ln rmer&1. the Aaency cona!d· 
en that mucb manutacturm.. Procam1ni. 
and diatribuUon ID commerce ot chemJc:ala 
In am&ll quantlUa eolely for p\lrl)09e8 ot re­
ann:h and development II conducted tor 
"commerc1&l p~". Such purpma 
would Include the &le and diatrtbuUon of 
auch matertal&. u well u their uae by the 
manutactunr or proc:ie.or ID actlntla <for 
example. product raearch and development 
and atudiem ~ the !eulbWtJ and 
aafety of uaiDc chemict.lal Pncedlnc hla or a 
client'• commeretal Ille of IUCb materlall or 
others on a tarser ac:ale. 

AA deacrtbed In Part V, the Aaency c:onald· 
era that "aublt&ntltJ ri&U" depend In part 
upon an expoeure potentltJ. Thua. ·the oc· 
currence of the effect& de9C?'lbed In Part 
V<a> p~ exposure to the chemical 
and mlllt be reported; l"el)Orti.n. of the 
other et!ectA w1ll dei>end upon a potential 
for atcn1flc:ant level.I of exposure. 

Cmnnwnt JZ: Are ,.. matert&ll. Interme­
diates. and Inert lncredienta producea or 
Uled ID the manufacture of a peattclde su~ 
Ject to TSCA? 

&1ixnue; The Adminlltrator conaldel"I 
that raw ma&ertala. IDtermedlata and Inert 
in.rectlmt.1 prod~ or I.lied In the manu· 
f&etW"I! of a pesUctde are aubstances or milt· 
tum which can be ""'11&~ under TSCA. 

In order to be conaldered a pesticide. 1 
aubltAnce mUlt be Intended for uae u a P8-
tlctcle. Raw matert&la. Intermediates. and 
Inert lncredienta produced or Uled In the 
manufacture of a patlclde are not them· 
selves tt1Ulated under F1PRA <unless they 
happen to be pestlctdea themaetveal and. 
therefott. are aubJect to TSCA. The pestl· 
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c:1de ~l&tlona at 40 CJl"R-182.4 an ccnaw. 
tent 'lt1th thll v1-. 

Com"'"'t JJ; An lntermedl&ts and c:a&&­
IJ'Stl Int.ended eolely for u.e ln the produc­
tion of & food. food &dd1Un. ~. counettc. 
or device IUbJect to TSCA? 

Rupoue: The Admlniatr&tor comlden 
th&t lntennedl&tet and cat&lyata Intended 
10lelY for UM 1n the production of & food. 
food &ddlttve. druc. cc.metlc .. or de'Ttce are 
escluded from rqul&Uon under TSCA. 1be 
deflnltlon1 of the PFOCA pro~ that 
chemlc:&I 1Ubsta.not1 •hJch an Intended for 
WM? u & component of & food. food &dditln. 
drue. coanetlc. or device an encom~ 
'lt1ttun the me.run. of such term.a. ~­
ttvely. The FDA comtders Intermediates 
&nd cat&lnu to be ruch component&. There­
fore. they &re aubJect to recul&tlon under 
Lhe PPDCA. Any auch auti.t.ance II escluded 
from recW&Uon under TSCA lnlof&.r' u It ta 
&eiU&ll7 m&11ul&etu.red. proceaed. or d»­
trtbuted ID commerce aolelJ for u.e In the 

--

production of & food. food &ddltne, dnlc. 
COGDetic. or deVICe. 

Cot1l111.e11t J4: Emoloyee1 &hould bave the 
aotton to submit rei>Ort& &nonnnoualJ. 

R.upotue_· EPA c:onalden that any Pl!rlOD 
mu reoort lnlormatton to EPA under 
TSCA. nioee who an requJred to do 80 
under aectlon l(e) an peraon1 •ho manu­
facture. procem. or dlltrtbute In commerce 
chemic&l subee&ncel or mizture&. lncludlnc 
not onlJ' ~ enUtla but &llO auch em• 
plo.,_ u delcrtbed In Part IL In order to 
est&Gll&h I.bat auch penooa have dl.lch&rl't!d 
their obllcatlona. and In order to mcouraae 
~ble rntew of the quality of lnform.a.­
Uon &nd the aubK&ntl&IJty of r1sU. EPA be­
llev• that notlflers lhould ldentlfy them­
aelvea. Section 23 will &deQu&i.ely proteet 
emplo1ee1 from dlaertmin&Uon pursu&nt to 
noWlcaUo111 they have made under aectlon 
lee>. 

CPR Doe. 'fl-'fot4 Piled 3-15-'fl; 1:45 am] 

RO'!'B 

According to technical amendments published 
by EPA in the May 29, 1987 FEDERAL REG I STE~ 
(52 FR 20083), TSCA Section 8 (e) submissions 
are to be addressed to the Agency as follows: 

Document Processing Center (TS-790) 
(Attn: Section 8(e) Coordinator) 
Office of Toxic Substances 
U.S. Environmental Protection Agency 
401 "M" Street, S.W. 
wash~ngton, o.c. · 2046g 
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